
Lederer part II



First principle
. The voluntary consent 
of the human subject is 
absolutely essential. 



Strictly interpreted, the 
first principle would 
eliminate experiments 
on children, prisoners, 
the dying, the mentally 
ill  

efforts to create a more 
workable code

The Declaration of 
Helsinki (1964)



Beecher concerned about new 

researchers who fail to understand 

their responsibilities



Who were the research 

subjects in Beecher’s 22 

examples?
“mentally defective” children
mentally retarded and delinquent children
the very elderly 
soldiers in the armed forces  
charity patients 
terminally ill 
alcoholics 
children and newborns 
patients at the NIH Clinical Center



Example 4

Study of effects of new antibiotic for treating 
acne using juvenile delinquents 

the drug associated with liver problems 

teenagers undergo repeated liver biopsies



Example 16



Dr. Saul Krugman et 
al begin studies to 
acquire information 
about the natural 
history of hepatitis 
and work toward 
vaccine 



Willowbrook studies

Newly admitted 
children (whose 
parents give consent) 
are given 
intramuscular 
injections of hepatitis 
or “milkshakes” with 
hepatitis 



Krugman continued 
to defend the studies 
but 

issues persisted about 
informed consent, 
coercion, and study 
design (withholding 
gamma globulin)



Example 17

Jewish 
Chronic 
Disease 
Hospital 
case 

Funded by USPHS and 
American Cancer Society

Injections of live cancer 
cells into elderly patients 
without consent 

"did not wish to stir up any 
unnecessary anxieties in 
the patients" who had 
"phobia and ignorance" 
about cancer. 



July 25, 1972





Study begins in 1932





PHS Surgeon General Thomas Parran, 

Shadow on the Land 

Head of PHS, 1936-
1948





From treatment to “a study in nature”

Dr. Raymond 
Vonderlehr offers 
Negro men “last 
chance for special free 
treatment” for their 
“bad blood”



Lumbar puncture (to obtain spinal 

fluid for diagnosis)







World War II

•PHS asks Tuskegee draft board 
to exempt the men in the study 
from the draft

•They serve in another war 



Nurse Eunice Rivers



Nurse Rivers

obtains permission 
for autopsy 

easier when a burial 
stipend of $50 is 
provided

only one refusal in 
140 requests





1954
” for the first time, men 
in the study identified as 
“volunteers with social 
incentives”





1969

CDC convenes a blue-ribbon panel to determine 
whether Tuskegee study should continue

only physician not familiar with the Study 
argues that the experiment  should end and the 
men receive treatment

the Study continues until 1972



Study Revealed July 25, 1972



• Kennedy holds 
hearings on human 
experimentation 
including the TSS

• Legislation passed 
1974 

• National Research 
Act



1974  National Research Act

creation of a National Commission to study the 
moral issues posed by human experimentation

new federal regulations for IRBs and written 
informed consent





Persistent stories about the 

deliberate infection of the men in 

Tuskegee with syphilis 





Presidential apology 1995



White House Apology for the Syphilis Study, 

May, 1997





Wielding the “Tuskegee Analogy” 

In 1997 NEJM acting editor 
Marcia Angell compares placebo-
controlled trials for preventing 
vertical transmission of HIV 
from mothers to infants to the 
Tuskegee Study



2001

Maryland State Supreme Court rules that 
families can sue the Kennedy-Krieger Institute 
(JHMI), comparing the research on effects of 
lead paint on children to both Nazi experiments 
and the Tuskegee Study. 



President Bush vetoes stem cell research 

bill, summer 2006 

research on human stem 
cells 

“constitutes a grave 
violation of human rights 
just as we saw in the 
Tuskegee experiments 
here in the United States 
and in the Nazi 
experiments of World 
War II.”



Some characterize the 
Tuskegee Syphilis Study 
as the  American 
Holocaust



Scandal, tragedy and revelation 

continues  



2011 





John Cutler





Learning the past,

living with the past, 

forming the future


